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Dear Ms. DeRocchis:

This is an amended letter to the Warning Letter dated February 2,2000 that was mailed to you. The
amendment of the Warning Letter is to update the results of the January 27, 2000 inspection. Your
facility was allowed up to five working days to provide to the inspector the “Claimed Documents.”
Unfortunately your facility was unable to provide the appropriate document to demonstrate that your
facility was in compliance with Quality Standards for Mammography (Standards) as specified in Title
21, Code of Federal Regulations (CFR), Part 900.12 upto the date of the inspection. . Also this document
is to make note that your facility was incorrectly cited for quality control deficiencies that occurred prior
to April 28, 1999 which is the effective date of the permanent regulations to the Mammography Quality
Standards Act. Please note the shaded portions in this letter that represent the amended text.

A representative from the State of Ohio radiation control program under contract to the Food and Drug
Administration inspected Belmont Professional Center, 51339 National Road East, St. Clairsville,
OH 43950 on January 27,2000. This inspection revealed that your facility failed to comply with the
Quality Standards for Mammography (Standards) as specified in Title 21, Code of Federal Regulations
(CFR), Part 900.12, as follows:

1. Your facility conducted mammography on at least 23 patients in the time period of January 10
through January 25,2000 without a valid FDA certificate. Your FDA certificate expired on January 8,
2000.



. .

The Mammography Quality Standards Act of 1992 (MQSA), under 42 U.S.C.
263 b(b)(l)(A)), provides that no facility may conduct examinations or procedures
involving mammography after October 1, 1994, unless the facility has a valid certificate.
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2. The inspection revealed that your facility processed mammograms when the processor........-—....
quality control records were missing &_sj_x.(6) consecutive da~i-’outof”12”daySof
bp;r~tiofi in the-monih of”Jmua~- 2000. Also {n the months of September, November........ .... .. . .. .._.
1,999 &d J&&arj 2000, your facility processed mammograms-when the p=so~quality

..- .. .. ——.——.-..—a--—-.—-.._
... .....- ... . . ......—.——.. ....—_.—___.——.... .... .

control records were missing in the range of 1 day to 6 days of operation. 21 CFR
900.12(e)(l)

The specific deficiencies noted above appeared under the Level 1 heading on your MQSA
Facility Inspection Report, which was issued at the close of the inspection. These deficiencies
may be symptomatic of serious underlying problems that could compromise the quality of
mammography at your facility.

In addition, your response should address the Level 2 noncompliance items that was listed on the
inspection report provided to you at the close of the inspection. These Level 2 noncompliance
items are:

1.

2.

3.

4.

Your records revealed that your facility did not document corrective actions for
processor quality control failure on at least one occasion as required by 21 CFR
900.12 (e)(8)(ii).

Your records revealed that no corrective action was taken when the processor density
difference quality control test was out of limits on a day each of the months of May
and October, 1999.21 CFR 900.12 (e)(8)(ii)(A).

Your records showed that no corrective actions were documented on June 8, 1999 for
phantom images that failed to meet the required score and mammograms were
performed on June 8-11 and 16, 1999 without performing an additional phantom
image quality control test. (21 CFR 900.12 (e)(2)(iii)), as required by 21 CFR
900.12 (e)(8) (ii).

Your facility did not have records for the weekly phantom tests for the weeks of
December 26, 1999, January 2 and January 9,2000, as required by (21 CFR
900.12(e)(2)(iii)), as required by 21 CFR 900.12(e)(8)(ii).

The other four items listed in your January 27,2000 inspection report identified, as Level 3
should also be corrected. We will veri~ correction of these items during our next inspection.
You are not required to address the Level 3 items in your written response.
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It is your responsibility to ensure adherence to each requirement of the Mammography Quality
Standards Act of 1992 (MQSA) and FDA’s regulations. You are responsible for investigating
and determining the causes of the deficiencies that the inspection identifies and promptly initiate
permanent corrective actions.

If you fail to promptly correct these deficiencies, FDA may, without fhrther notice, initiate
regulatory action. Under MQSA, FDA may:

. Impose civil money penalties on a facility of up to $10,000 for each failure to
substantially comply with, or each day of failure to substantially comply with, the
Standards.

. Suspend or revoke a facility’s FDA certificate for failure to comply with the
Standards.

. Seek an injunction in federal court to prohibit any mammography activity that
constitutes a serious risk to human health.
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If appropriate, please send the original copy of your response to:

R. Terry Bolen
MQSA Compliance Officer
Food and Drug Administration
6751 Steger Dr.
Cincinnati, OH 45237-3097

Also, as appropriate, please send a copy to the State radiation control office:

Mr. Dwight W. Leeseberg
Ohio Department of Health
Radiologic Technology Section
161 S. High St., Suite 400
Akron, OH 44308



If you have any que&ons regarding this letter or how to ensure you are meeting MQSA
standards, please call R. TerryBolenat(513) 679-2700, extension 138.
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OH/DWLeeseberg

Director, Breast Imaging Accreditation Program
American College of Radiology
1891 Preston White Dr.
Reston, VA 20191


